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1. 



CHUGAI SEIYAKU KABUSHDCI KAISHA 

This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 

i. 

1, comprising: 

sheets, as follows: 



Authority 

2. This REPORT consists of a total of 5 sheets, including this cover sheet 

3. This report is also accompanied by ANNEXES, comprising: 
a. Q < sent t0 the a PP li . cant ^ 10 the Intemational Bureau ) a total of 

□ sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

(sent to the International Bureau only) a total of (indicate type and number ^ J^^J^^ 

k isc i , containing a sequence listing and/or tables related thereto, in computer 

readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 8 02 of the 
Administrative Instructions^. . ■ " 

4. This report contains indications relating to the following items: 



b. 



Box No. I Basis of the report 
I | Box No. II Priority 

Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

| | Box No. IV Lack of unity of invention 

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 
Certain documents cited 
| | Box No. Vn Certain defects in the international application 

| | Box No. VIII Certain observations on the international application ^ 



fl Box No. VI 



Date of submission of the demand 

15 July 2004 (15.07.2004) 



Date of completion of this report 

03 June 2005 (03.06.2005) 



Name and mailing address of the IPEA/JP 

Facsimile No. 
Form PCT/IPEA/409 (cover sheet) (January 2004) 



Authorized officer 



Telephone No. 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP2004/010444 



Box No. 1 Basis of the report 



1 1. With regard to the language, this report is based on the international application In the language in which it was filed, unless 
otherwise indicated under this item. 



□ This report is based on translations from the original language into the following language 
which is language of a translation furnished for the purpose ofi 

| | international search (under Rules 12.3 and 23.1(b)) 

| | publication of the international application (under Rule 12.4) 

[~1 international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replac 

' finished to the receiving Office in response to an Invitation under Article 14 are referred to in this report as originally filed 
and are not annexed to this report): 

[>3 The international application as originally filed/furnished 

□ the description: , as originally filed/ftirnished 

pages . 

pages* received by this Authority on 

pages* 



received by this Authority on 



[ | the claims: 



pages* 
pages* 



, as originally filed/furnished 

, as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



| 1 the drawings: 



, as originally filed/furnished 



pages* 
pages* 



received by this Authority on 
received by this Authority on 



i sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



3- CD ^ amendments have resulted in the cancellation of: 

| 1 the description, pages 

| | the claims, Nos. 



| | the drawings, sheets/figs 

[ | the sequence listing (specify): 

| | any table(s) related to sequence listing (specify): . 



I 4 n This report has been established as if (some of) the amendments annexed to this report and l^^^J^S 
1 LJ madeTnce they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). 

the description, pages 

the claims, Nos. — 



□ 
□ 

|~1 the drawings, sheets/figs 

| | the sequence listing (specify): 

| | any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked "superseded " 
Form PCT/IPEA/409 (Box No. I) (January 2004) 



I International application No. 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY | PCT/JP2004/0 10444 
| Box No. HI Non-esta blishment of opinion with regard to novelty, Inventive stepand Induitrlal applicability 

The questions whether the claimed Invention appears to be novel, to involve an Inventive step (to be non obvious), or to be Industrially! 
applicable have not been examined in respect of: 

1 1 the entire international application. 

|3 claims Nos _ 2dfcL 

because: 



□ £?aLtS^ 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. . 
are so unclear that no meaningful opinion could be formed (specif: 



, ± , . VT «65 are so inadequately supported 

the claims, or said claims Nos. 7 ™ 

by the description that no meaningful opinion could be formed. 



no 



international search report has been established for said claims Nos. . 



□ the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in mat: 

the written form □ has not been furnished 

| | does not comply with the standard 
the computer readable form Q has not been furnished 

| | does not comply with the standard 

n the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply withl 
^ the technical requirements provided for in Annex Cbis of the Administrative Instructions. 1 

| | see Supplemental Box for further details. 



Form PCT/IPEA/409 (Box No. in) (January 2004) 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP2004/010444 



| Box No. V Reasoned statement under Article 35(2) with regard to novelty, Inventive step or Industrial applicability; 
citations and explanations supporting such statement 



I. Statement 

Novelty (N) 



Inventive step (IS) 



Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-8 



1-8 



1-8 



2. Citations and explanations (Rule 70.7) 



IDocument 1: 
IDocument 2: 



Nichidai Shigaku (2002), Vol.76, No.5, p.425-433 
Enzyme Microb Technol (1997), Vol.21, No.3, p.203-21 1 



Claims^ tough 8^ ^ ^ i g ^ ^ ^ to m step m view 

° f d ° C ^cument 1 describes antibody production cells that can produce 6.6 to 7.1m^ofIgM 
antibodies by culturing mouse hybridoma cell lineB cells -J^^f^^^^S^L 3 5 
antibody production volume of the invention described in document 1 and that of the Claims 1, 3, 5 

r 6 SSsIt a mouse hybridoma cell line ZacS, created by a t^on ofa mouse 
myloma cell and lymphocyte cell, adjusts culture medium nutrient enhancement condrt ^f £ 
nZte Expression Lh tttat it achieves a state in which 1 15 to 14,000mg/L or more of IgA from a 

r Y^l^^ with the aim of ob*inmg a huge .uanrity of 

LtibodiL atteSg to produce the antibMy-producing cells described in docvtmen . 1 under tiie 
ESKiSed in document 2, and in so doing, ^~^^ S c^ f 
described in document lean also produce lOOmg/L or more of IgM based on the description in 

d ~o? because using a transforming cell, a prokaryotic cell and a CHO cell are o^ means 
for producmg anubodiesfthis examination fmds that they are no particularly ^outstanding pomte 
Xrefore, the inventions of claims 1 through 8, given the invention in document 1, are just 
inventions that could be appropriately achieved by a person skilled in the art. 
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Supplemental Box Relating to Sequence Listing 



Continuation of Box No. 1, Item 2: 
' With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 



1 



Invention, this report was established on the basis that of. 
*• type of material 

|3 a sequence listing 
| \ table(s) related to the sequence listing 
format of material 
| | in written format 
|3 in computer readable form 
c - time of filing/furnishing 

j | contained in the international application as filed 
[3 filed together with the international application in computer readable form 
□ furnished subsequently to this Authority for the purpose of search and/or examination 
| | received by this Authority as an amendment* on 



JpJSZ J !555 docs not go beyond the application as filed, as appropnatc. were fum.st.ed. 



1 3 . Additional comments: 



* If item 4 in BoxNo. I applies, the listing and /or table(s) related thereto, which form part oj the basis of the report, may be marked | 
"superseded". 



Form PCT/IPEA/409 (Supplemental Box Relating to Sequence Listing) (January 2004) 



